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P20757.A10 

Applicant : Yoshinobu HANYU et al. 

Group Art Unit: 1632 

Serial No. : 09/810,483 

Examiner: Arun Chakrabarti, Ph.D 

Filed : March 19,2001 

For : POWDER CONTAINING PHYSIOLOGICALLY ACTIVE PEPTIDE 

REQUEST FOR EXAMINER'S ACKNOWLEDGMENT OF 
CLAIM OF PRIORITY AND CERTIFIED COPY (AFTER ALLOWANCE) 

Commissioner of Patents 

RECEIVED 

PO Box 1450 

Alexandria, VA 223 13-1450 JUL 1 7 ^03 

Sir- OffioeofPatentPub^ 
air " Director's Office 

On May 18, 2001, Applicants filed a Claim of Priority for the above-identified application, 
claiming priority of Japanese Application Nos. 2000-78775, filed March 21, 2000; 2000-310693, 
filed October 1 1, 2000; and 2001-15904, filed January 24, 2001 along with the Certified Copies of 
the Japanese Priority documents. Applicants also note that the foreign priority documents were 
listed correctly on the Official Filing Receipt for the above-identified application. However, 
Applicants note that neither the Claim for Priority nor receipt of the priority documents have ever 
been acknowledged. Accordingly, Applicants hereby claim the right of priority granted pursuant to 
35 U.S.C. 1 19 and respectfully request that the Examiner acknowledge the same, as well as receipt 
of the Certified Copies of the Japanese Priority Documents. 

For the convenience of the Examiner, Applicants are submitting herewith a copy of the Claim 
of Priority and a copies of the Certified Copies of the Priority documents that were filed, along with 
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P20757.A10 

a copy of our date-stamped mailroom receipt evidencing the filing of the Claim of Priority and the 
Certified Copies of the Priority documents on May 1 8, 200 1 . 

Should there be any questions, the Examiner is invited to contact the undersigned at the 
below-listed telephone number. 



Respectfully submitted, 
Yoshinobu HANYU et al. 



July 16, 2003 

GREENBLUM & BERNSTEIN, P.L.C. 
1950 Roland Clarke Place 
Reston,VA 20191 
(703)716-1191 
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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Applicant : Yoshinobu HANYU et al. 
Serial No. : 09/810,483 
Filed : March 19, 2001 



Group Art Unit: Unknown 
Examiner : Unknown 



For 



POWDER CONTAINING PHYSIOLOGICALLY ACTIVE PEPTIDE 



CLAIM OF PRIORITY 





Commissioner of Patents and Trademarks 
Washington, D.C. 20231 

Sir: 



Applicant hereby claims the right of priority granted pursuant to 35 U.S.C. 1 19 based upon 

Japanese Application No. 2000-310693, filed October 11, 2000, Application No. 2000-078775, filed 

March 21, 2000 and Application No. 2001-015904, filed January 24, 2001. As required by 37 

C.F.R. 1 .55, certified copies of the Japanese applications are being submitted herewith. 

Respectfully submitted, 
Yoshinobu HANYU et al. 





Bruce H. Bernstein 
Reg. No.29,027 




April 30, 2001 

GREENBLUM & BERNSTEIN, P.L.C. 
1941 Roland Clarke Place 
Reston, VA 20191 
(703)716-1191 
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lidone mWWMZZft^ttfot ZlttOAJ 7 ftKl.Om 1 t^M^T, 
n^%±\Z^M^tL. ZobXm^ntz, &Kollidone 17PFmS0 r - h G H 
(&Kollidone 17PF#gKlo£ 15/^ 7;i'# : 15.0m 1 ) U f£ 

j§*fr*&?#fc. *»fg^^^HPLC^tti:b«cMl fc^-ilLfc. 

[0 0 4 6] 
<»J5> 

fc#&<Di¥4*y&1imi£&mt.LX. Jt&o£lIS<Z>Kol lidone 12PF (jKU 
tf-;i/tfn'JK>:BASF) tK?§M : 0.01, 0.05, 0.1, 0.5, 1.0&tf2 

.0w/w%) fclHgLfc. #^g©Kol lidone 12PF7fcM£*f LT r - h G H& 
JfgFj *}Vx.>7 h&4IU) CDA^7;i^5:15*-roMi&L, #?g|g©Kol 1 idone 

12PF7RM£^;ftlC#i&t£15;£tf)/^7;MC1.0m 1 "fo^T, &*f&l£^ 
V. ^}C^$*7c„ LT#ib*l7c, &Kol lidone 12PF^M© r - h G ( 
&Kollidone 12PF^SCo £ 15/W 7;i/# : 15.0m 1 ) fgjit&* 

P; [0 0 4 7] 
f^JlISM 6 > 

ffi: 7^m^(D^^^y^m^^mt.bX, #*fcofc*£<Z>HPC-SSL (tl KO*i/ 

: (*£ : 0.01, 0.05, 0.1, 0.5 

|Ml.0v/w%) £S9§8Ufc. «S©HPC-SSL^M{CMUT r - hGHStif 
M (t'U h&4IU) 0A>f 7^% 15*foffi* U &»a?©HPC-SSL*}g 

|^S:*;mcMJS1-5l5;fc®/W7;WCl.0m 1 1 s oflDAT, £lttt*%£IC8ft 
f^tto ZSbXftbftt^ #HPC-SSUB£©r-hGHai?R (#HPC-SSL«glC 
' o§i5yU7;i/^ : 15.0m 1 ) fcigtlSSS&U *«$*M«£ 0 

p(0 0 4 8] . 

%b<$mm 7 > 

p-. 2M#>&#®^&M*?§&i: LT, M^ofc?SS© i/W -;vs-ioe 

f r: %to\si/?y : B%>r$#frXm&,£ti:) *M («S : 0.01, 0.05, 0.1, 0.5 



2 0 



fflf£#2 001-3013322 



Jit 
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Cr-hGHM (&7kmmti V V^- >*ggKlO £ 15/W 7 lift : 15.0ml) £ 
• ; : '[ 0 0 4 9 ] 

,; . . hpc-ssl ( n K o * s/ -f n tf ;nz ;i/ n - * ) £: >f > ft #® fg&M t £ & 

^[H i ] - 





HPC-SSL^^ 
(w/w%) 


(w/w%) 


if. A 


0. 05 


HCO-60 0. 05 




n n c 


Pluronic F68 0. 05 


'• V c 


0. 05 


Pluronic F68 0. 10 


;.. .. d 


0. 10 


HCO-60 0. 05 


' E 


0. 10 


HCO-60 0. 10 



iijS-IS^^feit-e HPC-SSL& tf#>f * >&frftf£®M £ isM t Z> 7mWL<D& * IZ 
r-hGH'Mi UfU h&4IU) ®;U7;^15*f O 5 t 7 

3WKNfcltfcot*£-fey hlSJUTJlft: 15.0ml) fcttffttftU 



i*(o o 




5 0] 



t 
i 

I i 
\\ 

\ 1 

i. 

I t! 



i: I 
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'MP- 

Sip 



* 0 0 5 1 ] 



mm 



#2 00 0-310693 

Sitmm-e r - h G H O#*ftl±40%^JC * X*8'J> IT ^5 © £ 
R|)iW£ttM£^3l£XfcV\fefc©XW:, r - h G H©M##&frfcigV^ 



6 [Co t, HPLC«!I£*g££Bl2K:a*1-, 



^IIM4 (Kollidone 17PF) 5 (Kol l idone 12PF) \Z~D V^X ttftgft b £fa 



:;ilfil : <:> S£0.iw/w%<&j&{cS5«>e>*i£. (tF 



.,:;;;Sf§t:. 




jf^fe 5 e> z t im im ^x & 5 . 

l'[0 0 5 2] 
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#2 000-310693 
Elicjl ensile, T*/S^fe7KStMU:>5 1 >&, $UfcLfc2w/ 

pT & r - h G H ^#^T'70% £ T £. U , 3 0*g S:S A T 0 . 2 w/ w % * 
;j).5~l w/w%#i5lCfeS%jCpi:St)tl5A^ tr-^Sr^tfe^m^jSii^ 

; : [ 0 0 5 3 ] 

J£«0!f 2MWJ8i:ot, H P L cajfe^S:^©* 2 fC^1" 0 
&2] 






HPC-SSL^^ 
(w/w%) 


(w/w%) 


(%) 


:>tt&#j2 ■ 






64. 04±1. 30 


H*0"!8 A 


0. 05 


HCO-60 0. 05 


99. 20±1. 15 


:HJS0ij8 B 


0. 05 


Pluronic F68 0. 05 


98. 42±0. 61 


■%1km C 


0. 05 


Pluronic F68 0. 10 


97. 96±1. 34 


: HitS#l8 D 


0. 10 


HCO-60 0. 05 


104. 76±0. 68 


j|$ji#]8 E 


0. 10 


HCO-60 0.10. 


104. 81±0. 17 



'» ■<::■■■:; 

8 Safe 



n = 5 , ^±mm 

life- . 



liP?:0 5 4 ] 




2 3 ffilE#2 001-3013322 
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[0 0 5 5] 

_bfE©It»Ji, 2&t^ll^6Ml~8^co'v^T^D^*^■r«fc■^^c, £JI?gtt 

->•••[ 0 0 5 6] 

IPGHi LTttffiSUt: b!&M*)l=E y (r-hGH) Ift^tlUfe. gc^tt 
ttfcbTtt, D-V>-h-;i/, HPC-SS L.-.&tmuronic F68£J8^£. ' 



|;[ 0 0 5 7] 
£(r - h GHi 



0 



r-hGHM»I^ff$L, 15.0m 1 ©«§g7kfC?gjif 
| Jit T *tmilLT, r - h GH©#&15.'0m 1 ©*MBbMCiS# 

'l£jfcft<bBmmiz&toz&mm&ft<nm&&*:m*. 

| ; (&£M) 



il .. 



m - h G H 



• 29.25m g 
420.75m g. 



(6.51 
(93.51 



:%) 

t%) 




I'^jM-HP) 



450.00m g 



*Sfc r ^GH 29.25m g (5.5ffifi%) 



2 4 



ffi!E# 20 0 1- 3013322 



Iff 450. 00m g 

fr[0 0 5 8] 

SIM&iSSIBi: LTEYELA SD-1000 Spray Dryer ±IE©#r- hGH 





HPC-SSL • 



#2 000-310693 

405. 00m g (90.0gfi%) 
15.75 mg (3.5M4%) 



tf 

(&#M-P) 
r - h GH • • • 

. Pluronic F68 • • 



450.00m g 

•29. 25m g (6.51i%) 

405. 00m g (90.0Si%) 

15.75 mg (3.5SJt%) 



1AP^: 90°C 



SJ^K^S^*: 0.2m 3 /# 
?f||||pt8J±: 100 k Pa ■ 

2.6ml/^ 

f [0 0 5 9 ] 

Jjjl|{| : P L C^fi : LC10A (&mmttffi) 

$0.02 g/«ff8#0 ..5ml 

©ffilS: UV (280 nm) ' " ' . • 

w^< ■ 

: TSK G3000SWXL (T0S0H) • . 

: 0.1MU ym~7kMi- b U tfA, O.lM'j >K*iH± h U 0.2M 
0.6ml 

l l ° 0 



50 /i 1 



6 0] 
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IN 



••Tilt 



'Hi 



(hp LC/WL7K Y&^mmg.) 

HPLCM: LC10A (S^»m) 

*&0.02g/^S3*0.5ml 
: UV (280 nm) 
#fr#5A : Protein C4£5£ (VYDAC, Cat. No. 214ATP54) 
fiyh^m : 45r 

fftflg: 50mMh';^SK (pH7.5) /n-^p/V-^ (71:29) $1 

. ^A* : 50^ 1 
>[0 0 6 1 ] 



|i) ^>^;u©W§8: 

If.-. ■ 

fmg/m 1 &IH3KU .^COIO^ 1 {C*10^ 1 7;i/igM20 a 1 £;(lP;L£ 



(A) lO^SDS-PAGEMilfiil h L) *30.3g, ->fV */>144g 
f < S D S 10 g (C7fc£/JIJ*.T 1000m 1 £ t S Z £ IC «fc >J H93 L 
HXB) SDS-PAGEMStltillKl 107SDS-PAGEMiiil 
M^^I0S^ 1 (C*900m 1 fefln* Z> Z £ IZ J: »J MM L 

-(C) 0.25M h U (pH6.8) h U *30.25 g {C*S:JnAT80 

'^M^- 1 £ UMICT 6 NifegT P H 6. 8tC fcf£, *T*1000m 1 IC* *7y 7 

Ifto SDS-PAGEIt>^l/lii(t 0.25MNU^ifeS (pH6.8) 
f$25ml, SDS2g, i/3|5g. ^ni.f (BPB) 2m 





SDS-PAGE 



2 6 



ffi!E#2 001-3013322 



!j#2 0 0 0-3 1 0 6 9 3 



AG': 



[0 0 6 2] 
. [*3] 





r - hGHSIf (%) 


K7 ^ KM* (%) 




68. 5 


7. 3 


M 


80. 5 


4. 2 


M-H P 


91. 4 


4. 5 


M- P 


88.4 


4:7 






3. 1 



IBR [0 0 6 3] 



|/^*;lc**#£Sn5Hfc7S F#©SJ£ (3.1%) 
s|fc Sz:tilC^bM^-e^ BB7* F^2^±0igiO*^e>tlfe. SDS-PAG 
i^^|-ElC±*^Tffev MM^MM©#£\ ^ITWM^JMM-HP 



SHI P©##, *ft^ft|«g©lKV^£S:^1-*»*&^bfc. . 

1 0 > in vivo^Mv>nh-;H2^'r -hGH»$#TO* 



[0 0 6 4] 



2 7 mil^2 0 0 1 - 3 0 1 3 3 2 2 




#2000-310693 



VhGH • • 0.240 g ( 8.0S*%) 

; HPC-SSL 0.l29g (.4.3**%) . 

y-yy-Y-n,. 2.fi31g (87.7**%) 

- a + 3.000g 

'SI. 

[0 0 6 5] 

h7>^i:»8W^^ tt*«tt2.84±0.83*m 
-±SD, n=600) . :©»*d>GH©^-?l« (%> ^U^-f 

I sat (%) ye&^k- 

[0 0 6 6] 
I [*4] 





^SftB^ (%) 


Mr 5 vwrnm (%) . 




95. 5 


4. 5 




96. 6 


3.4 



[0 0 6 7] 



#2000-310693 



... 



Jgbfc. 

[0 0 6 9] 
:-(#fcGH#5t0 

'[0 0 7 0] 

H2 m g/k g Or-hGH»*5:7^WM^ (PennCentury) (C 

b fcHffC 1 S*lft*a*fcft* r - h G H»**»S*K:» 
59 |,#fiSfeVr-hGH2m-g/kgffla***Tai*bfe. 

[0 0 7 1 ] 

mmi% r - hG H»l«m 15, 30, 60, 120, 240, 480, 1440 
300* 1 ilLfc. Plft (300 m 1) (D41«*WW««^ 

OOOrpm, 10#H, 4'C) b, H«5:^b^ 



^;?r- [0 0 7 2] 



SjV (GH-EL I SAfC£3lfil*r-hGHf^<7>«) 

m^Cj:U«b«hGH^if«U^n-^»t, 0.05MH;*** 

i*T?#*bT. «^flEOD280 = 0.02il«:*J:^K:li«^fe- 3^5:967X^1^- 
MciOO^ll^Ab, 37riC?2^>*^-^ 0.01MU>«« 
ft* T?^U-hS:5ia»U. 7n*** (7n*,*x-X: 

*H*S§H) *?l^MC»fcU 4'C(CT-«Sbfc 0 ±1B©]filif*tf«* 

2 9 ffi£E#2 0 0 1 - 3 0 1 3 3 2 2 




iff 



82000-310693 

•[0 0 7 4] 

1 ^ h GH»*© ««« r-hG HHP^iffl r — h G HCD 

[0 0 7 5] 
■1*5] 





r - h GHin.4 1 


jgjg '(ng/ml) , 


i#H (#) 






0 


22. 6 


41. 5 


15 


584. 4 


423. 1 


30 


| 451.4 


446. 1 


60 


315. 1 


491. 8 


120 


254. 9 


423.9 


240 


101. 6 


347.9 


480 


61. 5 


175. 5 


| 1440 


34. 7 


51. 3 




3 0 



8J3E#2 0 0 1 - 3 0 1 3 3 2 2 



#2-0 00-310693 



£?6 



[0 0 7 6] 

. ±IB©3fe5&Uf0 4 J:»J, ±|SHJ6MK:fev^T3S5iLfcr-hGH^OSJ|iff 
S^©r - hGHJl^ailStts fi!-£&l 5#"T?£-*te584.4n g/mli;I 
; U •fCtfiTbfc^. S^^O^McS^T^^n g/m 1 ©ft.&^LT^ 
$-^480#£T'tf)AUC (M»ffiMT<3®«) &> SJWrfi-^T'tt 12886 
2ng/ml • £\ H»*©ll*S:#tfJB«a<Z)^Ta*f^TS*fT*tt255826n 
g/ml -^T'&ofc. ^OM^TSitLfc^tCDr-hGHcDiiiL^^ 
tffc&^tf^fcWfciS^fca, r - h G H©jfc«^MT 

^?©^-hGH<Z>l»JR^fl^t^cA^fT*»*3^:S:^b"rv^*. UBS, 3tf)»Jtf> 
»©^C0J&«Sii, ftK^tffcJtlfcflf 3 -e©MO r - h G H-£^!»8m 

[0 0 7 7] 

:<i:f:WJ3> 

: TfSa&^C&W r-hGH&tfSUR&ffgtU 120 m 1 ©ffiK* 
€T«S^il Lfc. mmWm$V> r - h G H*aL& tt, 
■0.20w/w%&tf2.30w/w%'T?&5 Q 

(») 

r-hGH -0.240 g ( 8.0Mi%) 

■ gLfll ( lTfcMO 2.760 g (92.0M4%) 
ft 3.000g 
[0 0 7 8] 

Xn^m : 120°C 
.ftftS^Si : 0.2m3/# 
tfSEE : 100k Pa 
S?g[3j< ^ y ^J: : 2 . 6 m 1 /ft 
10 0 7 9 ] 



3 1 



2001-3013322 
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[0 0 8 0] 



[*6] 



r 1 




5 rttaft (%) . 




94. 7 


5. 3 




96. 7 


3. 3 



till 



[0 0 8 2] 




3 2 



ailE4# 2001-30133 2 2 



^2 00 0-310693 



'■•mix. 



■•• r :i:;&3Ete* 



mi) 




r - hGHitiSt (ng/ml) 


h#t^ (#) 




&T£M 


o 


5 


6 


1 15 


147 


46 


30 


129 


52 


60 


85 


62 


120 


70 


~7s 1 


240 


58 


71 


480 


48 


21 


1440 


37 


5 



k*«>S-S«*%«**. SI»iem,T. t MW*»«*^» 



9ffM£' : [0 0 8 4] 

3 3 BB« 2001-3013322 



#2 000-310693 



. lif-fVf- ... ;■ ■ 



0M©fig«Ift0JI] 

03]" *fg»w>^>©3&li£^-f 



#2000-3 10693 



[ill 

■ -a i. 100 r 




fti£4# 2001-3013322 



^2 000-310693 



[02] 



ioo r 




£1£#2 0 0 1 - 3 0 1 3 3 2 2 



^2000-310693 



i 



[03] 





ffi|iE^2 0 0 1 - 3 0 1 3 3 2 2 



#2 000-310693 




#2 0 0 0-3 1 0.6 9 3 



mm*) 
• [mm) \ 



#2 000-310693 



4f)H2 000-310693 
50001315033 

HHSS±^ 0 0 9 2 

1 2 1 0 ^ 1 6 B 



¥J*12*£10J!11H 




ffifEiff 2 001-3013322 
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ffi S A 



[0 00228545) 



1. £X#J!B 1 9 9 4^1 1B30H 



. ... 



'5?' . 

1 -» 



